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The committee examined various approaches to estimating the
risk of botulism and the increment in its incidence that might arise
from omitting nitrite from cured meats. It found that previous
attempts to derive such estimates were based on speculation with
which it did not wholly concur. It concluded that a more adequate
data base must be developed before one can predict the likelihood
of a product becoming toxic and, from this, the incidence of botulism,

The committee believes that the degree of protection against
botulism is likely to decrease if the essential preservative uses of
nitrite are substantially reduced without introducing an efficacious,
but safer alternative.

RECOMMENDATIONS

1.  Results of limited experiments suggest that nitrate is neither
carcinogenic nor mutagenic. However, evidence from several epidemi-
ological studies in human populations is consistent with the hypo-
thesis that exposure to high levels of nitrate may be associated with
an increased incidence of cancer of the stomach and the esophagus.
Thus, the committee recommends that to confirm these preliminary find-
ings, future epidemiological studies focus on correlating the incidence
of cancer and established precursor lesions with actual exposure to
nitrate, nitrite, N-nitroso compounds, nitrosatable substances, and
inhibitors or enhancers of nitrosation. Where possible, exposure should
also be correlated with levels of nitrate, nitrite, and N-nitroso com-
pounds in biological fluids such as blood, saliva, or urine.

2.  Evidence does not indicate that nitrite acts directly as a
carcinogen in animals. However, because it is mutagenic in microbial
systems and because of its implied role in the induction of esophageal
and stomach cancer in humans, further testing in animals may be
warranted.  If such tests provide any indication of carcinogenicity,
then the committee recommends that attempts be made to distinguish
between the types of carcinogenic activity, i.e., activity as a complete
carcinogen, cocarcinogen, or promoter.

3.  Most N-nitroso compounds are carcinogenic in laboratory
animals, mutagenic in microbial and mammalian test systems, and
some are teratogenic in laboratory animals. Although these
tests are indicative of potential carcinogenicity in humans, they
are of limited value for predicting the quantitative risk to humans.
The committee recommends that future carcinogenicity assays emphasize
quantitative assessment of potency as well as the qualitative outcome.
It also recognizes the need to characterize premalignant lesions
induced by N-nitroso compounds and to develop short-term in vivo
bioassays to determine their carcinogenicity.

4.  Because nitrate and nitrite can exert acute toxic effects
such as methemoglobinemia and probably contribute significantly to
the total body burden of N-nitroso compounds, which are carcinogenic